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Summary of Facts and Subm ssi ons

2086.D

Eur opean patent No. 0 443 763 having the title

"Fornmul ated mlk for infants anal ogous to human m | k"
was opposed by respondents | and Il (opponents 01 and
02) for lack of novelty, inventive step and
insufficient disclosure, and this appeal lies fromthe
deci sion of the opposition division to revoke the
patent for |ack of conpliance of an anended set of
claimse with Article 123(2) EPC. The issues of novelty,
inventive step and insufficiency were not considered in
t he deci si on.

Claim 1 of the European patent application as filed
read as foll ows:

"1l. A formulated m |k conposition for infants

anal ogous to human m |k which conprises adding a
conposition containing non-protein nitrogen conponents
obt ai ned by treating whey."

Claim1l of the granted patent read as foll ows:

"1l. A nethod for producing a formulated mlk
conposition for infants and anal ogous to human m |k,
whi ch conprises, m xing together materials known to be
suitable for use in a fornulated m |k conposition for
infants and, as a material to increase the content of
non-protein nitrogen in said fornmulated mlKk
conposition to 60% or nore of non-protein nitrogen in
human m |k, a product containing non-protein nitrogen
conponents which is obtained by treating whey."

The appellant (proprietor of the patent) | odged an
appeal and filed a new main request and five new
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auxiliary requests. The Board conmuni cated a

provi sional opinion to the parties after which the
appel  ant provided a new set of requests. Previous
"Auxiliary request 2" was nmade the new main request.
Respondent |1 w thdrew his request for oral

proceedi ngs. Respondent | did not request oral
proceedi ngs in case that the only issue in oral
proceedi ngs woul d be the question of allowability of
the clains of the newy filed requests under

Article 123 EPC and that the Board would remt the case
under Article 111(1) EPC for further prosecution i.e.
exam ning the issues under Articles 52(1), 54, 56 and
83 EPC.

Claim1l1l of the new main request (former auxiliary
request 2) reads as follows:

"1l. A nethod for producing a fornmulated mlk
conposition for infants and anal ogous to human ml Kk,
whi ch conprises, m xing together materials known to be
suitable for use in a fornulated m |k conposition for
infants and, as a material to increase the content of
non-protein nitrogen in said fornulated mlKk
conposition to 60% or nore of non-protein nitrogen in
human m | k, a product containing non-protein nitrogen
conponents which is obtained by treatnment conprising
subj ecting whey to ultrafiltration, concentrating a
permeate obtained by ultrafiltration, and subjecting
t he concentrated perneate to | actose-crystallizing
foll owed by | actose-renoving."

The appel l ant's subm ssions are sunmari sed as foll ows:

The manner of "treating whey" to effect recovery of the
non-protein nitrogen conponents (NPN) from whey had
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been particularised by the limtation of the claimas
follows: "subjecting whey to ultrafiltration". That
treatnment yields a perneate which still included

| actose as well as the target NPN conmponents in sone
considerabl e dilution. Concentrating the perneate was a
necessary step required to recover the NPN in desirable
concentrations, and | actose was taken out by subjecting
t he concentrated perneate to | actose-crystallizing

foll owed by | actose renoving.

Lact ose was an undesirabl e conponent and coul d be
removed according to known conventional nethods which
i ncluded crystallizing or seeding of |actose, and the
thus forned | actose precipitate could be discarded
either by filtration or by decanting off the overhead
target NPN containing liquor. Those skilled in the art
woul d understand that in the patent in suit the term
"l actose renovi ng" had the sanme technical objective or
effect as the term "l actose separating"” and, therefore,
to a skilled person these terns were synonynous.
Further, due to the context in the description of the
patent in suit and due to the inclusion of the term

"l actose-crystallizing" before the term"| act ose-
removing” in claim1 of the main request, a person
skilled in the art woul d understand t hat
removal / separation of the crystals was necessary, and
he or she would be well aware of how to achieve the
sane by way of conventional nethods.

The subm ssions by the respondents can be summari sed as
fol |l ows:

The European patent application only disclosed nethods
of lactose renoval after crystallisation by filtration
or decantation of the liquid fromthe forned
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preci pitate (based on page 10, line 5 and respectively
on page 12, lines 7 to 8 of the description as filed).
The skilled technician woul d understand by "renoval by
decantation” in Exanple 1, that after the formation by
physi cal separation of a solid phase at the bottom and
a liquid phase at the top in a refrigerator, the solid
phase was separated fromthe |iquid phase by
filtration. There was no ot her possible neaning
conpatible with the indication in the general
description, by definition broader than in the Exanple,
of "separation by filtration".

The general statenent "treating whey" in claiml of the
application as filed was so broad as to be essentially
meani ngl ess and thus could not serve as a basis for

i ntroduci ng the generic nmeaning "renoval™ in the clains
which is not based on the description. Particularly, it
was not evident to the skilled person that the neaning
of the specific feature "filtration” was generally
applicable to "renoval ", so that generalisation could
not be allowed in the present case. In particular, the
wor di ng "renovi ng" woul d be synonynmous with
"separating”, and "l actose renoving"” (or rather

"l act ose separation”) as disclosed in the application
as filed had al ways been related to "crystallising" and
"decantation".

Japanese Patent Publication 60-54637 disclosed only a
two-tinmes concentration - |actose crystallisation -
separation step. The sane publication, noreover, taught
that this separation step |leads only to a separation of
91 to 98% of the lactose initially contained (ie not a
"renmoval ").

The appel | ant requested that the decision under appeal
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be set aside, that the clains of the main request
(clains 1 to 4 of the fornmer auxiliary request 2) or of
any of the auxiliary requests be declared all owabl e
under Article 123 EPC and that the case be remtted to
the first instance for further prosecution.

The respondents requested that the appeal be di sm ssed.

Reasons for the Deci sion

1

2086.D

The appeal is adm ssible.

The only question to be answered is whether or not the
subject-matter of the main or any one of the auxiliary
requests conplies with Article 123 EPC.

Mai n request

Article 123(2) EPC

Claim1 specifies the steps of "lactose crystallizing
foll owed by | actose renoving”, replacing the general
term "obtained by treating whey".

It is necessary to determ ne whether the clains and the
description of the application as filed provide a

di scl osure whi ch makes the claimall owabl e under
Article 123(2) EPC

The two net hods descri bed on pages 10 and 12 of the
application as filed cause crystals to be forned, and
in this event the skilled person would understand the
further disclosure to nmean the separation/renoval of
| actose crystals. Since, in this case, the separation
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or renoval follows crystallization, then separation and
removal nean the sanme thing ie, the taking away of the
crystals, thus these terns are synonynous.

The application as filed at page 10, paragraph 1 nmakes
reference to the disclosure of JP 60-54637 which may be
considered to formpart of the description of the
patent in suit, and this describes the production of a
non- protein nitrogen conpound contai ni ng conposition
from whey, which process (see page 3, paragraph 3 of

t he Japanese docunent) includes the renoval of various
unwant ed conponents i ncludi ng | actose.

The disclosure at page 10, line 5 of the application as
filed nentions the separation of crystals by
filtration, but the content of the text at page 12,
paragraph 2 is not limted to decantation of |iquid
fromthe crystals because, after the references to
seeding and crystallization of |actose, there cones a
full -stop. At this point the skilled person would know
t hat renoval /separation of crystals is necessary and
woul d know how to do it. The generality "obtai ned by
treating whey" of claiml1 of the application as filed
woul d al |l ow the consideration of known process steps
conventionally enployed in a process for treatnent of
whey whi ch invol ves standard renovi ng/ separati ng

nmet hods for crystals. There is nothing to suggest that
the technical contribution to the process would be
different if conventionally known separation nethods
other than filtration or decantation were used, and the
Board sees no ground for asserting that there would be.
The phrase "lactose renoving” in itself does not
identify any specific technique for crystal renoval not
al ready nentioned in the application as filed and,
since the concept of crystal renoval was established at
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the date of filing (see the European patent application
at page 10 paragraph 1 and page 12 paragraph 2), this
amendnment to the claimdoes not involve the addition of
subj ect-matter

For these reasons the anendnents "crystallizing
foll owed by | actose renoval " is all owabl e under
Article 123(2) EPC

There are no objections which can be rai sed under
Article 123(2) EPC against any of the dependent

claims 2 and 3. Caim4 is worded as product-by-process
claimand by this incorporates the process of claiml.
This being allowabl e under Article 123(2) EPC renders
al so all owabl e claim4 under this Article.

The main request therefore neets the requirenments of
Article 123(2) EPC

Auxi liary requests

Since the main request neets the requirenments of
Article 123(2) EPC there is no need to consider the
subsequent auxiliary requests,

Article 111(1) EPC

The opposition division did not consider allowability
of any clains under Articles 54, 56 and 83 EPC and
therefore the case is remtted to the first instance
for further prosecution.
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance for further
prosecuti on.

The Regi strar: Chai r wonman:

M Ki ehl U. Ki nkel dey
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